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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Applicant(s): Cilurzoetal. Confirmation No.: 1408 

Serial No.: 10/577,408 Art Unit: 1612 

Filed: April 25, 2006 Examiner: SUTTON, Darryl C. 

Attorney Docket No.: 207,565 
Title; "Self-supporting films for pharmaceutical and food use" 

PRE-APPEAL BRIEF REQUEST FOR REVIEW 

Applicants request review of the final rejection in the above identified 
application. No amendments are being filed with this request. This request is being filed 
with a Notice of Appeal. The review is requested for the reasons stated below. Claims 
1-5, 12-14, 16, 17 and 21-24 are pending and stand rejected. 

Claim 1 is drawn to self-supporting films consisting essentially of: a) between 
40 and 80% by weight of a filmogenic substance consisting of a maltodextrin, b) 
between 15 and 55% by weight of a plasticiser, c) between 0.05% and 30% by weight of 
an active ingredient for food or pharmaceutical use, on the total weight of said films, 
wherein said films are free from hydrocolloids. 

1. Rejection under 35 U.S.C. §103(a) as being unpatentable over Barkalow et al. (US 
2004/00965591 in view of Chen et al. (US 2003/0068378) 

According to the Office (p. 4, Office Action, June 2, 201 1, "OA3") s "While the 
Examiner agrees that the inclusion of maltodextrin as a hydrocoUoid in the disclosure 
of Chen etal. seems to be misplaced, the Examiner is interpreting maltodextrin's 
inclusion as a useful film forming agent as an admission by Chen et al. that, at the least, 
maltodextrin can be used as an equivalent to the hydrocolloids in the production of the 
edible films of Chen et al." [emphasis added] 

In fact, the Applicants clearly demonstrated (pp. 6-9, Reply, April 21, 201 1) that 
maltodextrin in Chen et al. has not been simply misplaced, but indeed improperly, and 
erroneously included maltodextrin among the hydrocolloids. The latter as well as other 
technical errors present in Chen et al. were already discussed (pp. 6-9, Reply, April 21, 
201 1), In this regard, the Office has provided no technical reasoning or evidence to 
explain how maltodextrin and hydrocolloids are equivalent in view of the proved 
difference between each other. 

Furthermore, the Office provided no citation to Chen et al. to support the 
assertion that "maltodextrin's inclusion as a useful film forming agent as an admission 
by Chen et al. that, at the least, maltodextrin can be used as an equivalent to the 
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hydrocolioids in the production of the edible films of Chen et al " and the Applicants 
have not identified any teachings in this reference demonstrating that Chen et al. were 
aware of the fact that maltodextrin is not hydrocolioids, neither accordingly the 
Applicants identified any teachings motivating to consider maltodextrin as an equivalent 
to the hydrocolioids, so that the supposed "admission" as set forth by the Office is 
indeed groundless and, at a minimum, the result of a hindsight reconstruction of the 
claimed invention, which is not admissible. 

Indeed, the skilled person, while considering the referen ce as a whole, only 
knows that Chen et al. teach a "dosage unit comprising a mucosal surface-coat-forming 
film, wherein the mucosal surface-coat-forming film comprises a water-soluble 
hvdrocolloid , an effective dose of a sexual dysfunction active agent and a mucosal 
adhesion enhancer" [emphasis added] (see e.g. claim 1, Chen et al.) so that the actual 
and true teaching of Chen et al. is that hydrocolioids are essential , even in an amount up 
to 99%, as already acknowledged also by the Office (pp. 5-6, bridging par., Office 
Action, October 22, 2010, "OA2"). Failing to consider a reference as a whole in making 
an obviousness rejection is an error by the Office, MPEP 2141.02, and the rejection 
cannot stand for this reason as well. 

Moreover, if Chen et al. dosage unit was modified to exclude hydrocolioids, as 
in the current invention, the modification would render said dosage unit unsatisfactory 
and inoperable for its intended purpose of overcoming the problems caused by "the 
mobility of the dosage unit within the mouth." (see par. [0024]). This, too, also 
counsels against a finding of obviousness. MPEP 2143.01 

Applicants' foregoing position is also valid even in the hypothetical case where 
the person of ordinary skill in the art would consider maltodextrin as an equivalent to 
hydrocolioids, according to the Office's position. In fact, exactly in view of said 
hypothetical equivalence the person of ordinary skill in the art would have derived that 
maltodextrin has the same characteristics as hydrocolioids, including its drawbacks . As 
a matter of fact, still following the hypothetical equivalence between maltodextrin and 
hydrocolioids as asserted by the Office, it should also be supposed, accordingly, that 
since hydrocolioids tend to gel on contact with saliva (p.l, line 18, of the specification) 
so as to negatively affect the clean mouth sensation, maltodextrin should at the least 
have the same drawback . It, therefore, follows that the skilled person would be led to 
believe that an edible film should be free of hydrocolioids as well as free of 
maltodextrin. Therefore, the skilled person wishing to avoid the use of hydrocolioids, 
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similarly would have also wished to exclude maltodextrin from the edible films. Thus, 
the person of ordinary skill in the art would have never achieved the claimed invention, 
i.e. even hypothetical ly acknowledging the Office's interpretation of the reference. 

This reasoning based on the Office's view thus generates a clear teaching away 
from the claimed invention because "a person of ordinary skill, upon reading the 
reference, would be discouraged from following the path set out in the reference, or 
would be led in a direction divergent from the path that was taken by the [Applicant]." 
Tec Air Inc. vs. Denso Mfg. Michigan Inc., 192 F3d 1353, 1360 (FedCir. 1999). In this 
case, a skilled person, upon reading Chen et al. as done by the Office, would be clearly 
led in a direction divergent from the path that was taken by the Applicants. That a 
reference teaches away is sufficient on its own to defeat a prima facie case of 
obviousness. See Winner Int 7 Royalty Corp. vs. Wang, 202 F.3d 1340, 1349-50 (Fed 
Cir. 2000). 

It follows that the obviousness rejection is erroneous because there is no 
motivation to select and modify the cited art dosage unit to achieve the claimed film 
free of hydrocolloids, much less with any reasonable expectation of success. 

The fact that Barkalow et al. indistinctly list a large number of film formers, 
such as maltodextrin and many hydrocolloids, does not change the above reasoning. 

As a matter of fact, still following the hypothetical equivalence between 
maltodextrin and hydrocolloids as asserted by the Office, the skilled person 
hypothetical ly combining the cited references, would, in any event, be led to believe 
that an edible film should be free of hydrocolloids as well as free of maltodextrin, thus 
being at most motivated to search among other film formers listed by Barkalow et al.. 
This reasoning based on the Office's view thus generates an even stronger teaching 
away from the claimed invention, when applied to the combination of the cited 
references, because "a person of ordinary skill, upon reading the reference, would be 
discouraged from following the path set out in the reference, or would be led in a 
direction divergent from the path that was taken by the [Applicant]." Tec Air Inc. vs. 
Denso Mfg. Michigan Inc., 192 F.3d 1353, 1360 (Fed Cir. 1999). In this case, a skilled 
person, upon reading Barkalow et al. in view of Chen et al. as done by the Office, would 
be clearly led in a direction divergent from the path that was taken by the Applicants, 
e.g. led to try film formers different from both hydrocolloids and maltodextrin. That a 
reference teaches away is sufficient on its own to defeat a prima facie case of 
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obviousness. See Winner Int 7 Royalty Corp. vs. Wang, 202 F.3d 1340, 1349-50 (Fed 
Cir. 2000). 

However, keeping in mind that there is not actual support for the Office's 
interpretation of Chen et ah, the Office has also failed to provide any scientific 
reasoning or evidence to explain how the dosage unit of Chen et al. that comprise up to 
99 wt% of hvdrocolioids makes obvious a film free of hydrocolloids. 

Furthermore, the Office has provided no scientific reasoning or evidence to 
explain how the dosage unit of Chen et al. that can comprise up to 99 wt% of 
hydrocolloids when hypotheticallv combined with the edible thin film of Barkalow et al. 
comprising film-formers, fillers, plasticizers, emulsifiers, flavors, ecc, would result in 
self-supporting films consisting essentially of : a) between 40 and 80% by weight of a 
filmogenic substance consisting of a maltodextrin, b) between 15 and 55% by weight of 
a plasticiser, c) between 0.05% and 30% by weight of an active ingredient for food or 
pharmaceutical use, on the total weight of said films, wherein said films are free from 
hydrocolloids, especially considering that the Office affirmed (p. 6, OA2): 
Chen et al. do not teach a specific embodiment comprised of 40-80% 
maltodextrin, 1 5-55% of a plasticizer and 0.05-30% of an active agent. 

Consequently, the rejection based on the Office's position that maltodextrin 's 
inclusion is interpreted as a useful film forming agent as an admission by Chen et al. 
that, at the least, maltodextrin can be used as an equivalent to the hydrocolloids, turns 
out to be clearly groundless and thus should be withdrawn. 
2. Rejection under 35 U.S.C. § 103(a) being u npatentable over Chen et al. (US 
2003/0068378) 

With respect to this rejection, the Office simply refers to the arguments provided 
for the previous rejection (pp. 6-7, bridging par., OA3). However, the previous rejection 
is based on the combination of Barkalow et al. and Chen et al.; particularly, the Office 

only refers to Chen et al. stating that (p. 4, OA3): 

Chen et al, is provided as prior art in this rejection in order to 

disclose antiemetic pharmaceutical agents th at are incorporated into edible films which 
can be comprised of maltodextrin, and not for any spe cific film forming composition. 
Accordingly,. Chen et al.. provides adequate motivation for combining with the edible 
films of Barkalow et ai. which are disclosed as having the ability to deliver . 
'pharmaceutical actives.; j' i 
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Therefore, the Office failed to support the rejection based only on Chen et al. s 
since indeed, on considering the previous rejection, the Office only discussed the 
combination with Barkalow et al„ 

Thus, the Applicants reaffirm the non-obviousness of the claimed invention over 
Chen et al. alone, in view of the arguments as set forth in the responses of record 
(especially pp. 9-13, Reply, April 21, 2011) 

In view of the above, and as supplemented by Applicants' responses of record, 
the pending Claims are not obvious under any of the obviousness rejections posited. If 
an independent claim is nonobvious under 35 U.S.C. §103, then any claim depending 
therefrom is nonobvious. In re Fine, 837 F.2d 1071 (Fed. Cir. 1988); see also M.P.E.P. 
§ 2143.03. 

Withdrawal of all rejections is, therefore, respectfully requested and the issuance 
of a Notice of Allowance is respectfully solicited. 

Please charge any fees which may be due and which have not been submitted 
herewith to our Deposit Account No. 01-0035. 



Respectfully submitted, 



Date November 29, 2011 



By 



Attorneys) for Applicant 
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